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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )H Responsive to communication(s) filed on 02 February 2004 . 
2a)S This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) KI Claim(s) 22.23,25-36.83-91 and 93-97 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) [X] Claim(s) 22.23.25-36.83-91 and 93-97 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

£))□ The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) D Notice of References Cited (PTO-892) 4) Q Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Pa P er No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 > D Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Mail Date . 6) Q Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 1-04) 



Office Action Summary 



Part of Paper No./Mail Date 050704 
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DETAILED ACTION 

Acknowledgment is made of the amendment filed 2/2/04. Claims pending are 22, 
23, 25-36, 83-91 and 93-97. Claims 1-21, 24, 37-82, 92 and 98-104 have been 
cancelled. 

Double Patenting 

1. The provisional rejection of Claim 95 under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 2-4 of copending 
Application No. 10/080,016 is maintained for the reasons of the record. 

Claim Rejections - 35 USC § 103 

2. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

3. The rejection of Claims 22, 23, 25-36, 83-91, 93, 94, 96 and 97 under 35 U.S.C. 
103(a) as being unpatentable over Robinson et al. (US 6,071,539) is maintained for the 
reasons of the record. 

4. The rejection of Claim 95 under 35 U.S.C. 103(a) as being unpatentable over 
Robinson et al. in view of Norling et al. (US 5,958,458) is maintained for the reasons of 
the record. 

Response to Arguments 

5. Applicant's arguments filed 2/2/04 have been fully considered but they are not 
persuasive. In response to applicant's arguments, the recitation "adapted for direct oral 
administration across the oral mucosa" has not been given patentable weight because 
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the recitation occurs in the preamble. A preamble is generally not accorded any 
patentable weight where it merely recites the purpose of a process or the intended use 
of a structure, and where the body of the claim does not depend on the preamble for 
completeness but, instead, the process steps or structural limitations are able to stand 
alone. See In re Hirao, 535 F.2d 67, 190 USPQ 15 (CCPA 1976) and Kropa v. Robie, 
187 F.2d 150, 152, 88 USPQ 478, 481 (CCPA 1951). Further, the Applicant argues that 
"there is no suggestion or teaching in Robinson that the active ingredient is intended to 
be transported across the oral mucosa during the time that the tablet is present in the 
mouth." See p. 10 of the Remarks. In response, Robinson explicitly teaches that "once 
the tablet is placed in the patient's mouth, it will disintegrate substantially completely" 
upon exposure to saliva. See col. 7, lines 50-59; col. 8, lines 7-9. The active ingredients 
released from the tablet will be inherently absorbed in the mouth (at least to some 
extent) through the oral mucosa because they are the same active ingredients as 
claimed in the instant claims, e.g. prochlorperazine. In response to applicant's argument 
that "the motivation to modify the amount of effervescent couple in combination with the 
pH adjusting substance as in the present claims in order to achieve an improved 
transport of the active ingredient across the oral mucosa is totally absent in Robinson", 
the fact that applicant has recognized another advantage which would flow naturally 
from following the suggestion of the prior art cannot be the basis for patentability when 
the differences would otherwise be obvious. See Ex parte Obiaya, 227 USPQ 58, 60 
(Bd. Pat. App. & Inter. 1985). Further, Robinson teaches amount of the effervescent 
granules in the tablets ranging from about 2 to about 90% by weight of the final tablet 
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composition (see col. 8, lines 26-34), which overlaps with the instantly claimed range of 
5 to 80% by weight. In response to applicant's argument that there is no suggestion to 
combine the Robinson and Norling references, the examiner recognizes that 
obviousness can only be established by combining or modifying the teachings of the 
prior art to produce the claimed invention where there is some teaching, suggestion, or 
motivation to do so found either in the references themselves or in the knowledge 
generally available to one of ordinary skill in the art. See In re Fine, 837 F.2d 1071 , 5 
USPQ2d 1596 (Fed. Cir. 1988)and In re Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. 
Cir. 1992). In this case, Robinson suggests that analgesics can be used in their 
effervescent formulation. Norling teaches that fentanyl, among other analgesics, can be 
used in effervescent tablets including those of oral and buccal administration. See col. 
6, lines 23-24; col. 12, lines 11-18; col. 13, lines 30-31; col. 36, Example 13. Therefore, 
it would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the effervescent formulations of Robinson such that to 
employ fentanyl. One having ordinary skill in the art would have been motivated to do 
this to obtain effervescent analgesic formulations as suggested by Norling. 

Conclusion 

6. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of 
time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire 
later than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marina Lamm whose telephone number is (571) 272- 
0618. The examiner can normally be reached on Mon-Fri from 11am to 5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman Page, can be reached at (571) 272-0602. 

The fax phone number for the organization where this application or proceeding 
is assigned is (703) 872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 
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